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In addition, the following Level 2 finding was listed on the inspection report provided at the close
of the inspection:

e Not all positive mammograms were entered in the tracking system.

It is necessary for you to act on these matters immediately. Please explain to this office in writing
within fifteen (15) working days from the date you receive this letter:

o The specific steps you have taken to correct the violations noted in this letter;
e Each step your facility is taking to prevent the recurrence of similar violations; and
o Samples of records that demonstrate proper recordkeeping.

Please submit your response to the attention of Patricia A. Clark, Compliance Officer, U.S. Food
and Drug Administration, 300 Pearl Street, Suite 100, Buffalo, NY 14202, Telephone 716-551-4461,
ext. 3165.

Finally, you should understand there are many FDA requirements pertaining to mammography. This
letter pertains only to findings of our inspection and does not necessarily address other obligations
you have under the law. You may obtain general information about all of FDA’s requirements for
mammography facilities by contacting the Mammography Quality Assurance Program, Food and
Drug Administration, P.O. Box 6057, Columbia, Maryland 21045-6057, 1-800-838-7715, or through
the Internet at http://www.fda.gov.

Sincerely yours,

Jerome G. Wdyshner

Acting District Director
New York District




